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426(3T ).—^ Iwrra#, 1945 ^ 3fk ^ ^ 

^ sflTTrartiB TmUt 1940 (1940 ^ 23) ^ 12 3k 33 ^ 

^ 3k ^iftaiR ^5r«lFT ifsnm (T®IRMT k^) ^ skl^ U 63(31) cirks 2 wit, 2007 ^ 

3T«ftH Tnm, 3R?TOTn, ’iftII, 3,(i) iktia2 wit, 2007 

TO *n "3^ TT'^ft 1 ^ 4 ^ "Slk* “Ft Tf'TlTO ®lt, 31T dl<l<^ 3«w 

^ TOT TT^m ^ IlfTO TOTT ^ fTlkST 6 'Wtt, 2007 ^ WT^I TO ^ «ff; 

3k W7R TOT TOT f^‘ ^ lk‘«l •^‘ TOTTTO 3n W 3k Tl TO fTO t; 

37cT: 3W, 4td(tT TOTO TOcT 3Tfl|f^TT TO 12 ^ 33 TO TTIT ■?TfTO^ TO TPkT TO!^ 1^» TOTtTit 
TTTOTOK^^TirT?! TO:^^T7TOf3kfI^ TOTOTOlftfTOT, 1945 TO sk iMto TO^ ^ %C( Pi*^nnn2ld rH<<M 
TOcft i, 3T«kf 

1. (1) in fwrf TO ifT^ TO 3krf«^ 3k WTO TOlft TT^ftTO) 1W, 2010 t 1 


(2) I srkr, 2011 ^ TfcT #t I 

2. 3kf^ 3k TOTTO 'nmdt fror, 1945 (f^ ■mncf "sro Itot tot tot ^) to 13 

‘‘WTOTOTtTO 3TOTcl’’ ?Tt^^ WTTT ‘‘WTOTOTftTO 3TOT?T 3k H'iil4><'^l” WTT I 

3. TOIT1W ^ iW 129 ^ TTO TO fTRMlTO fW TTO 'TOTH, 3?^^ *— 


1914 GI/2010 


(1) 
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“129. ^ ^ <151 ^ ift OTTER 

^ ^ ^ 3TT^ fciRT ^TfRrn RW ^ f^RR 21 ^ 

3T#^ Cf^"ej TRcfOT ^ f^rjcR OFJfTPR ^ ^ 1^# cZlf^ gM 

22 ^ 3T#^ ^ OTTTJfrf^ c}^ f^RRt ^ 

^ f^ :^^3TTR t I 


129^P. TfvR^elRTJT OTWm 3IT^ cFI TRR #7 W( ■ (l) RR ^ 

OTRcI cl^ cIT^ OTT^rto OTTTER WnJt ^ ^fuR^RPROT ^ 

^ ^ 3n^ fcTf^Rtar gRi ^ r 'rr ^ r%r gM r 

3TW^ ^ R fcrf^Rferr ^ Rf^T^ 3T^ 42 ^ f^ ^OTT 

31^ 3TT^IcROTr C^ TITST 51^ ?rt^ cf^t OTTER c^ ^ # WR 3T^rfM 

^ 'TOTcftEj c^ ^ #1 I 3nt^ 

^qxRT C^ im (3) ^ ^2Tlcrf%f^ w:m] RcTR ^ ^ (HI) ^ 

^STfcrf^l^ 3ftY cTOTREJ TOTR)^ ^ ^ f^f^RtR ^ R TOTTcF^t 3fR ^ R 
A T3R# ]?T%fR 3Tf^RRf R 3I|iildchdi ^ R f^Rnldl OT%R 
^ ^ TfeTR ^ I 

(2) RR^dT 4 3 rR arRtRrf. cj^ cf^ otRrot ^ ^ ?Tt ;t2 R 

eti ^ ^ ^ wrar Rter^ trst ^ 

arjOTT^R Rrt wtott I 

(3) 'gTRlR RT^ C^ RE2R ^ fe 3fTOT ^ 3rfiT%a ?TT^3ft ^ '^T 

^ 3RRcJ§t ^ IT TR^RI FOT^ Wit # “0210-Rlf^'RTT 

3fR c^TcT WW, 04 c^ RTW, 104 afTT uj^dtdl” c^ 3TEfR tcRT WRI 
3fk ^WT UTcTR ^ ^ ;rR 3TT^ ^ R8I ;5?qTg OTflWT cotR c^ 1^ 
TIRR fcTlT WR : 

T% T3^ ^ ^ f^ RRdtdl RIF Rt# ^ RRH cf^ ^ ^ W, 
^JRTR ^ ^ ^ ^ 1^R R^fF Tfr fcT gFIF fe 3tTOT RTgiR REfF Rit, 

^ Rc^ cf^ ^ ^ Riitt tcf^ ^ fe c^ ^^cprRr cjfr^ ^ otiR ri 

RR^ER OTRc^F ^ RT) c^ REZR ^ ^IR ^ “OZIO-Rlf^oF-IF 
3fFl C^FR IRW, 04 #R IRI^, 104 3fFl ^JT^R” ^F Ir ^eFcFgff^ Rt^ 

^ ITRT cF?F RTOTtt 3fri ^JcR 3tRRT cffl I#g ^ fR dMH IR^ RR 

RTRR. tR 3TR ^ fH 3FjdlcR ^ RElft^ fEJ RR RTRR % RT^ 
RRU RR R11^ t I 


■*■<*> . . . III I n piwippi n w»| | n ..T" 



. 


u4Wt*m»0t 




[m II—3(i)] 




(4) ^ w ^r sigjTtfeT ^ ^nmtH 

^ ^ ^ fc^ 3 t^1^ ^ ^ 

•yTcTH M^lVl^lieil ^ ^ 6^11 I 

(5) ^ x!R»1>I^cb>!U f MHluiMc^ cf^ TJel ;il% drlTOT ^ ^ ^ 

^ JRtTJitr?! ^ ^11% ^ ^ ^ SiARcrTl 'SieR ^ 

'HK^^ ^ ^ cpw ^Vlf I 

129^. fi>># BPl*<id i 5KT ^H^nSt 3imt?T c^ 

MM T u m : ^ £[T^ l^rf^ ^ 

f^ TTcfi^ 3TTt^ 3tk 3T^ 43 ^ ITTn^TO 

: 


m f^P l ^lu i ^ cbK^l^ ^ ^ T^ ^ 3d^ ^ 

cfT? # I 


129n. >frH^4»t PT wmw3f <S\ ^ - (1) 129^ ^ TOT 31^ 

^ x>R>l>^^ch>F [ ^ 3IT^ ^ 3TTf^ ^ ^ 5nf?T^ 

3mT ^ ^ ^ ^ TOT 43 ^ ^ ^WTT : 

T^ ^ t3fk3T5^^ HI ^ ^TJxPTk; 

5Fm ^ ^ ST^WT^ mf^Tcrn^ 3TT^ c^ ^ cTT^ ^ ^ ^ 

M^ium^ ^ ^ STTWfe’ MRR^f^^Tt ^ 

^ q{^S^ ■^if^ 31^511^ ^nf^TcfjT^ wxi^ eft fcR?TT% 3T#T ^ f^. 

"^fr eft^ ^*TR7 ^ 3TI^T^ ^ MH|uih- 5( vJli'^ ^ Tfc^ 1 

(2) ^ 3IT%^ ^ ^ f^rf^ STcifiT ^ to TOTO ^ TOT 

to t ^ ^ ^ ^ ^ wm7, ^ 

^ to ^ TOFT^^ ^ 3TTCRW tot ^ ^3to ^ ^ 3TT^ ^TTR^ ^ 

^Tc^ fvjr% I 
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129^. ^ srgfir- ^ 

Plcif^ct "^n ^ fc^nn '4icii, ^ diy]<si ^ cTl’i ^ cf?!’ 3Tcrf^ 

f*v r ~ x. V. 

MtpPTF^ 6H!I : 

OTPm ci^ ^ ^ 

^jR^cRTJy WTJm C^ 3TT%^ ^ fejT WT # ^ f^tlHH ^ ^ 

^ WTT v3mpTT ^ ^ 3ITt^ OTT^ cf^ felT ^STMT I 

129^ M'^luiMoI cm Pl^CH ^ ^ ^ f^lMcTT 

yniuiM^ ^ ^ ^ wr ^ 3thw t ^ 3T^5fm 

fcrPmtcri c^ ??fT^ cr orcm? ^ c^ f^ ^ fcife?T ^ 

^ cfjapT cfj^ I^T 3TT^ ^ ^?f^R^rcRUT MHIU|M:=I cf^ ^ cf? ^ 

^ ^ ^ ^ ^TFTtft ^ f r»^ 

MHlUNol ^ ^ ^ f^Teif^ ^ : 

t^RR ^ 3T#T OFpITRT ^ 3TT^ ^ czrf^ 

czrf^, ^TT^ ^ ^ #Fr ^ TRcRY ^ cfT^ 

ci^^ WPR ^ ^ ^ ^ ^ ^ TR^ 

3l41cicf)al ^ ^ OTcRR ^RR cf^ ^ 3IT^ HlRd cf?^ ^ 

^ I ^ OTTSR TTRlfr ^ ^ 3RRR ^ ^ eft ^ RRRt 

^ 3T#T fclRt^ 3fk^^3^RI ^ ^ WRR ^ vfR^ I 

129^. chfe^M^ ^RTTCR W^rfM ^ 3IRRI c^ 5ffcf^- ^ 5RTm ^JTRltt 
v5^ ^ 4 f^RpffW, 3lk fem^ ^ fc^ t, ^ R 

^ ^ RrRI ^ ^ R 3RI RR ^ 3fRR ^ 

f^RT WfR I 

129^. aiRnf^ WRTOR RRR - 1%# RRER RRtft cf?t RR 

3TRm ftRT W?R ^ RR 1% ^ ^ ^ ^ ^ 

f^<%cT 3I«IR cWlf^c^t ^ 3TR RRf^ 3fk 

^ I^HRf ^ 3fePtcT 3TR R^STFft RT WR R# RRn t I 


129^. TRmR RmfM ^ ^ilR cRHT 3(k ^ RRTT - RRRT 

RRtft ^ RR RTRcI ^ fetRT RR f?tf RR 15 ^ f^TRlt ^ 3?^^ 

^ ^ ^ WT 3fk ^ Rf R# WJ\ 1^ RTR 3lk 3i|i||f^d RHIRT 
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tmii g:i Tragg : araiviw 
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winft ^ ^ nH i u i n^ % afk trna # ^ 

gjcrK c^ w>R ^ y[vit'{^ch'<u( jmrnira EtREP ^ afR w #tt T 


4 , ^ ^ 31^^ ‘^’ it jren 41 ^ ^ PiHl^Rafl JTOT 3ra:wPm f?K 

unijit, aisricT ;- 


“3R5tI 42 


(f^im 129 HI ^) 

afmRt afrr iRmR ?mnft f^, 1945 ^ it iniitR ^iwfM n>t 

simRi ^ id\jR^4>'m H»ti«i'm '»n^ *57% ^ ftii! an^?^ »ra i 


.;.(Etm ^ 'P ’T^). 

..itrat if 3 tntra ^ -d'H'i sra (^PiRci jrrtW^ ei^ airara EfR^t e^ 

f!rt^,'’ifr^'.'.(m?ft Em 'jRt m 3fRr ^ itct w) Eft 

jmM Esn^ ^ ^ 3n^ EiR?n t l 


1, ^ 5iwf EtmifWf i^t Eim ^ w e3e# stte mn afk % ^ 

atiEm? (^) 

(1) W 

(2) (6) 


(3) (®) 

2, ^/ fjl* wai atEftfctfel ^ ^tf^R^EFRDT UTITW Ef5t liE^ ^ 

f^ I^P l H tcff SRf ^ ^ 5^EireR t, 3T3^ ^ (III) ^ f^tPtf^ ^ 

^tcfEEt ^Rcfl f/ t : 

3 an 2 ERStrara ^ iraicR e^ '([^■^£Ic p-iui e^ 

.^ ^"Ei. EnotT=t 

.mfte.... ^ ^ SRI “3i^ 3fR 
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^ WR52T, 104 ^ 3lk ^5^” 3T#T ^ ^ ^ ^ ^ I 

4. ^ Ici"^ Rb^ ^Jii^ cjic^ ^ : 

mj . 

.'.. 

. 

. 

A/ ^ jRFm cf)^ ^ fc^ 3T^rte ^ 3fk ^ ^ 

^ 3frf 3T^ ^ ^ ^ f/ f I 

^fSTR. 

?n1hi. 

. 

^.... 

q^'TR....:. 

fcTt^rnfm 3T2T^ 'iTRcT ^ ^ ^/ ^ 

(f^mr:- ^ nm ^ Rf^nfdi m i ^ mm ^) 

* ^ w\ ^ ^ ^ ^ I 


wiltttn «Mi»lllli I 















[^[TTII—TsF5 3(i)] W ^ IRTT? : aroiwr • ' 7 


43 

(f^ 129^ 

3ik U^ TT OT 1945 ’TNcT ^ 3RTRR QXm^ cfe 

yRi^giVul ^_ 


3mFT-^ . ^TT^...... 

...(^ 3ft^ cf5ratOT W ^ 

q^)i^rwT.....^3^ 

w) ^ t, ^ f^l^ 129^ ^ fcH^mtcn ^ ^ ^ 

■JMT ^ 3fl^ v5TT^ f^'^l ^llcll t ! 

2. Wt^ ^TFTf ofr? ^ ^|cf^ 5Rn£H ^ ^ 3fl? f^/ f^r% ^ 

5FrnW^ ^ 31^ 3TFM fcOT Xichdl t > 

( 1 ) 

(2) 

( 3 ) 

3. ^ ^FTT^m... 

^ ^ fcj? ^ ^ 3T£Jt^ ^ PlclT^a ■^TT ^ ^ I 

4 >!funF§cf>^ yH|0T4^ fclPl'Hldl 'JIT ITT?^ ^ 5nf^<^^ 3Tf^'chd5 f^Pi*lldl 

gRT ^TRcT ^ StRT 3TSrtc[ ...^ 

Tjxn[ ^ ^ ^RWT ^ f^ w t ■'jfr ^ ^ ^ 

o»I I <T^tR {' ^ 7Tf%f^f?rgf ^ fcTq ^ ^ ^ I 

i 

5 . ?FTFm 3T ^1[^fe ' d ^ ^ WnJt 3Tf^rf^ 

afiT 3T#^ ^FfTT?^ wr-^nm RiPif5*^ ^ ^ ^ 

^ ^ t I 

.. 

cn%i. 


3I^5lTqH qifecRrft C^ ^/ 
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1. uR ar^^rrcFT ^iT%f5T^/ wr%pifr §[rt ^r^an ^ 

f^d-^cb/ 3Tf^^fWi ^ I 

2. f^f^PRtdrr ITR?! 4 3TPTRTcb?Tf/ f^rR^/3Tf^^Icb^, fcfr^ -ift WR ^ 

Mij l T^T f ^cb ' cbT^ 3ISlfe ¥MR ^ ^3dTK ^ ^Tf^Rl ^ 3T2T^ 

^ ^ 3flY / 3TST^ ^ Cl^ ^ ^ 3TRI ^ 

^ f^P t' ^i T HH piif^icRiTf ^ ^RrreR wrrft cfft f^wi/ fcm^i 3 tsi^ fcRRn ^TdT t, ^ 
qr jftcb ^ PFRWm ^ fcFRft WT^P! Wnf[ ^ ^ ^ 

Pipft t,- ^ arpTPPi d^iR ^ijIxrt cb^ i 

^ ’TFFcit ^ 5RITSH TlPnft ^ ^ f%WT ^ feP PTIW 3ft^ SFpTFPT 

prr%cFrr^ cic^i^ 'i-^Rid f^FRiT Prirpn t ^rfri^PT TiPTift ^ cfit^ ^ 

^ ^ 3TT^ ^ cbl^q jf arpTPH ^ ^ PTPpft I ^ PtWT ^ 

^ pcpR Tfpnfi ^ ^ 3T2M IcjxRFr cn^ ^ ^ ci?t chi'^cii^ ^ 

^ TTR^T ^ arpTFPi 5nfto^ ^ w# ^ c^r^ ^ I ^rsirf^r, sr^fim ^nftor^, 

48 ^ ^ 3f^ c^ €IMK ^ 5RTPR WPff ^ cirf^ ^ ^ TEST ^ 

cb ' l^c lT j ^r ^ sfr^ vJTtWT ^ ^ ^ TIcEcIT t 1 

3. f^Rptcn 3TSTCIT ^ ^3Tr^ arf^^ciT^/ arprmcpcfr/ ^ 

x!nj|>!-^cb' RT ^ Tl^f^ TTPTtft 3Tfc(f^ W\ / 3lfciRcK1 yTE^H TlPnft 

/ 3lf^R^ f^Plptoi STcR'STPT ^1%^ 3121^ c^eid cPTT^ ^ E^taRT 3T2T^ f%Rl 

^ fMt WR ^ qR»^^ c^ ^ ^ 3T^^TTPT ITTf^T^ ^ 30 ^ fcTf^d ^IJxRT 

^ I 

^ 3Fj5fnTT qrf^JcPTff ^ fcIcfcpT^^TR / 3TfcrRcRT 

OTig^ TiTETJt M / 3i^rR^ f^RmW otciwt ^ ^ RrRprtrri srpit ^er^ ^ ^rtcpt 

stRt^/ 3iM i dcbdV / ^iprj^ 30 ^ to to test 

3TR^ 3Trto 3TTcR^ ^j^dld'd ^ to 3TTto ton I 

4 _ ^^f^R^l'cfRtE qHRTT^ ^ PTcnfcTd Rb^if ^ ^dd ofR / 3TST^ 

>^f^x[-^<^d cERitoi / cfTR^jpE mR'^r ^ e% ^ f^Rft qcbR cpi irRcto' ^ 
f^Tl% ^ f^P l dtcE 3T2I^ 'ER^T ^ d>I-ic^ artoPlf ^ 3FJ5TRFT ^nf^TcbT^ ^ ddbid 
felto ^ ^ I to ^ 'E^ 3fR / 3T2Rn E^ ^ toft WR ^f>T 

tor, toiTE toR^toR mhi^im'^, totoT to tok^ otoME to 

ET^ ^ fto ftoEFE ETET EEEET, to.^ MRcjfaa EdE 3fk / 3T2TET toR^^ 





ii'nif I 








[iqnr II—iTO 3(1)] 




9. 

ch l Md<U mm ^ MRcif3d c^ Trrer tiT^ ^ ^ ^ ai^siiMH 

yrter^t ^ 1^ W OTirm #TT ^ f I 


5. ^ f^rzn# ^ ^(II) f^nfeif^d 3?^^ 3T?T:^?«nf^ cf5t 

3TsrfcT :- 

“aT5q;tft I? (HI) 

^fSr^cb^u i s^ntTO ife ftPmfm ^ mfijiscr ^im i dcbdi/ aiPreiKrt srt 
3rr4^ iTPjq ^ 3<H ^ 'mi wm 

42 ^r ^ ^ TO ^ 3(W ^ i 

V 1. 3lk f^f^mW - ' ■ 

(^^) ^ f^rPmtuT ^ m] ^ ^ 

(M^ m.. i-^ tf^) I 

(^) ^ ^ ^ I 

(n) c^ 1?n? v3TO^, ^ jnfiTfcT amrm^/ 

^ ^ 3jk w I 

(^) ^ ^ afhr ^ # fln?g ^ ^tter 

I 

2. wmm ^ ai#T ijR ^ imm toiIM crt sIItt- 

(^) ^ mm afh? wffn 1 cT^ ^ ^'?Tcfi srnm 'wrfM 

Tte cf?T3ncf5R3ft7TO ^r^ I 

(^) ftPlMoi 3{'i5iP?l ^tt>^U|/f5MU|H yif^cHl-^i ^ ^ (^ ^) 

3T^ ^ ^ 5Rn?H ^rmfM cm l^mWr ^ ^ t 3ik 

^ ^ ^ ^ gRi ^ cTTf^/fcfwr srTf^cm>i/>ir^^(^cij>?ui 

^ ^ ^if% i 


1914GnO—2 
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Id 

(^) ^ ^ ^ TTRTft 3T8TgT 

^ 3I^HfcJ 51^ ^ t ^Tf|d I 

3. 5rara*i . 

(^) ^ ^cKl JlfcTTO ^ TfTST TcOTPT ^ ^ TTIgf^ ^f ?t q^ch m / ^ 

dTR, I 

(^) JRTT^H wrftr^ ^ vjrm ^ fciR5^i 3fk ^rm \ 

(^) 3fmfe 3lk wm^ f^, 1945 ^ efiicT cftt^ ^ ^ i 

(^) I 

4. ft»5T eJR^ 

(^) 3Tl^ 3ik 5RTT£Td' WH*J\ 1945 c^ c^ 3T#T 3T^rf^ ^RTTeB 

Wiftrdt ^ 3TTTO ^ '^[^'(^cnyui y^luiMd ^ eFTT^ ^ TPft ^ ^ 

^ I 

{^) IFT ^ f % ?IT ^ ^ 3r5^ ^ 

^ ^ ^ ^ f^ xrf^ # f^rnir 

^ ^ qRqcl'l ^ ^ 4 5f[7 ITT^ ^ ^ f^P l dju i ^ aifelcf^ 

^ vmm t, cF5K^Ipfr C^ #ei TS^ ^ fildYtri f^ tttt f^ 

{^) ^ 3flY 5RTraR ^idiU Pl^lH, 1945 c^ 'ITFT 13 ^ ^ 3HmePT 

cl?^ I 

W ^?fyR^cRUI OTIUNc^ ^ 3T#T ?Jn^ gRI ■tTRcT 3inrRT ^ 

jmm ^Fra-^fm tR ^MRicr 3jlT?f?t 3ik toter wnft f^m, 1945 

^ 4t ^ arjwT I 

(^ ?»r! f?t5if ^ jmTom ^ f^Rft n^rm wmff ^ ^ 

'i«[irr tn M ^ f^f^TRtnr arawpr -jit crm^ ^ g >i-ci i ^4l4;^ui if cf5tt 'rfM^ 
^ 'R 30 c^ ift^R ^qrHT ^ I 


■fPW4 «|ll*l> HtX'l* " ''''•‘Of »••'•"•<''' 


,. It ll4>«< m (il1WW>fWimH|ipipP 


iidi lliili 


( 11 ^ i i 


•|l - Ml 


||Mii^*i4li«|f i 
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(^) ?*T ^ ^>m % 

ei i R )^ f^Pl^lHcb ^rfcT?^ ^ ^ 'ZTT ^ 

y^tH ^TFPjt ^ 3!«raT IctcRW ^IcTT ^ 

' M i R i ct> i ^ ^ mrm wnSt ^ 

HHcb ^J^IcItII ^ ^ Rh\^ ^ vjii^ ^ ^ ^ ^ 

cF)^ 1 ^ H I Hcil ^ 3T^T1?H ^TPTtft ^ 3?^ (cIhW^ cf^ ^ ?WT 

ai^Slim ^ d^H ^ ^5mpft I 

(^ FT ^TRd '^ychK ^ srRif^rinT sftr 3 t#t ^ 

3?^ 3lk ^afTT^, '3*1CPI ! 

(^) FT ST^WT^ mf^TcFiT^ ^ ^5^ 5RI SnUff^ fMt czrf^ ^ ^T^sFR 
^nfir^jT^ SWT 3TT^?TO 5^OT %5 ^Wn^WT WT^RTt ^ FE^ ^ ^ 

^ ^ ^ ^ / FTT^ ^ ^ ^ ' 

WT : 
di^l^a : 

l^f^H^dl ^ ^3^ yil^^d 3d^TF^ ^ FF^W 

‘^AfTF*’ 


[m U 11014/4/2006-i)T^qij;e ihF^] 

Whr 4v(t, 

Tn^fferqrjT :T^ f^F 3Tf^T^F^U FT^-2S-10/45-^ (I), M® 21 1945’STTT 

^4, | fV l d ”»TT^ ^ 3flT 3Tfi(Ti;c|H( TTT.^.t^. 376(3T) diOo 3 ’*Tf, 2010 5TTT 3Tf^ 

Wl \ 





MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 19th May, 2010 

G.S.R. 426(E) .—Whereas a draft of certain rules further to amend the 
Drugs and Cosmetics Rules, 1945 were published, as required by sections 12 
and 33 of the Drugs and Cosmetics Act. 1940 (23 of 1940), at pages 6 to 11 of 
the Gazette of India Extraordinary, Part 11, Section 3, Sub-Section (I) dated the 
2"^^ February 2007, under the notification of the Govemm|Dt of India in the 
Ministry of Health and Family Welfare (Department of number GSR 

63(E) dated the 2^ February 2007 inviting objections and suggestions from all 
persons likely to be affected thereby, before the expiry of e f^eriod of forty-five 
days from the date on which copies of the Official Gazette containing the said 
notification were made available to the public; 

And, whereas copies of the said official Gazette were made available to 
the public on the 6.2.2007; 

And, whereas, objections and suggestions received from the public on 
the said draft rules have been considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 
33 of the said Act, the Central Government, after consultation with the Drugs 
Technical Advisory Board, hereby makes the following rules further to amend 
the Drugs and Cosmetics Rules, 1945, namely: - 

1 (1) These rules may be called the Drugs and Cosmetics 

f 

(*1 Amendment) Rules, 2010. 

(2) They shall come into force with effect from 1®* day of April 2011. 
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Z In tile Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said 
rules), in Part Xin, te ttie heading "IMPORT OF COSMETICS", the 
heading "IMPORT AND REGISTRATION OF COSMETICS" shall be 
substituted. 

3. In the said rules, for rule 129, the following rules shall be substituted, 
namely:- 

7 

"129. Registration of cosmetic products imported into the country,^ 
No cosmetic shall be imported into India unless tiie product is 
- registered under the rules by the licensing authority appointed by the 
Central Government under rule 21 or by any person to whom such 
powers may be delegated under rule 22. 

129A. Form and manner of application for Registration Gertificate.- 

(1) An application for issue of a Registration Certificate for cosmetics 
intended to be imported into India shall be made in Form 42 either by 
the manufacturer himself or by his authorised agent or importer in 
India or by the subsidiary in liulia authoriwd by the manufacturer and 
shall be accompanied by a fee of two hundred and fifty US dollars or its 
equivalent to Indian rupees for each brand of cosmetic. The application 
shall be accompanied by a treasury challan as specified in sub-rule (3) 
along with the information and undertaking as specified in Schedule D 
(ni) duly signed by or on behalf of tiie manufacturer or by his 
authorised agent or importer in India or the subsidiary in India 
authorised by tiie manufacturer. 

(2) An authorisation by tiie manufacturer to his agait in India shall be 
duly authenticated either in India before a First Class Magistrate or in 
the country of origin before such an equivalent authority. 

(3) The fees shall be paid tiirough a challan in the designated branches 
of Bank of Baroda either in US dollars or in equivalent Indian rupees 
under Head of Account "0210* MEDICAL AND PUBOC HEALTH, 04 
PUBLIC HEALTH, 104-FESS AND FINES" and the original copy of tiie 
treasury challan shall be submitted alongwith the application for 
product registration. 
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Provided that in the case of any direct payment of fees by a 
manufacturer in the country of origin, the fees shall be paid througJ\ 
Electronic Clearance System (ECS) from any bank in the coxmtry of 
origin to the Bcink of Baroda, Kasturba Gandhi Marg, New Delhi, 
through the Electronic Code of the bank in the Head of Accoimt "0210- 
MEDICAL AND PUBLIC HEALTH, 04 PUBLIC HEALTH, 104-FESS 
AND FINES" and the original receipt of the said transfer shall be 
treated as an equivalent to the bank challan subject to the approval by 
the Bank of Baroda that they have received the payment, 

(4) The applicant shall be liable for the payment of testing fees 
directly to a testing laboratory approved by the Central Government, as 
may be, required for examination, tests and analysis of cosmetics. 

(5) A fee of one himdred US dollars or its equivalent shall be paid for 
a duplicate copy of the Registration Certificate, if the original is 
defaced, damaged or lost. 

129 B. Registration Certificate for the import of cosmetics 
manufactured by one manufacturer,- A single application may be 
made and a single Registration Certificate in Form 43 may be issued in 
respect of import of one or more than one cosmetics meinufactured by 
the same mcmufacturer: 

Provided that the cosmetics are manufactured at one factory or 
more than one factory functioning conjointly as a single manufacturing 
unit. 

129 C. Grant of Registration Certificate.- (1) On receipt of an 
application for Registration Certificate in the form and manner 
specified in rule 129A, the licensing authority shall, if satisfied, issue a 
Registration Certificate in form 43 subject to the conditions of the 
registration certificates in form 43: 

Provided that if the application is complete in all respects and 
information specified in Schedule D III is in order, the licensing 
authority shall, within six months from the date of receipt of an 
application, issue such Registration Certificate, and in exceptional 
circumstemces and for reasons to be recorded in writing, the 
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Registration Certificate may be issued within such extended period, not 
exceeding three months, as the licensing authority may deem fit. 

(2) If the applicant does not receive die Registration Certificate within 
the period as specified above, he may appeal to the Central 
Government and the Central Government may after such enquiry into 
the matter, as it considers necessary, may pass such orders in relation 
thereto as it thinks fit 

129D. Duration of Registration Certificate.- A Registration Certificate, 
unless it is socmer suspended or cancelled, shall be valid for a period of 
three years from the date of its issue: 

Provided that if application for a fresh Registration Certificate is 
made within six months before tfie expiry of the said certificate, the 
existing Registration Certificate shall be deemed to continue to remain 
in force tmtil orders are passed on the application. 

129E. Suspension and cancelhitioh of Registration Certificate.- If the 
manufacture foils to conq?ty with any of tile conditions of the 
Registration Certificate, tiie Hewing authority may after giving him an 
opportunity to show cause why such an order should not be passed, by 
an orde in writing, stating tiie reasons therefor, suspend or cancel the 
Registration Certificate for such period as it thinks fit either wholly or 
in respect of some of tire cosmetics to which it relates: 

Provided that a person who is aggrieved by the order passed by 
the licensing authOTity under this rule may, within thirty days of the 
receipt of the order, appeal to tiie Central Government and the Central 
Govemmotit may after such ^quiry into the matter as it considers 
necessary and after giving the said appellant an opportunity of being 
heard pass orders as it thinks fit 

129F. Prohibition of import of certain cosmetic.- No cosmetic, the 
manufacture, sale or distribution of which is prohibited in the county of 
origin, shall be imported imder the same name or under any other 
name except for the purpose of examination, test or analysis. 
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129G, Standard for imported cosmetics.- No cosmetic shall be 
imported unless it complies widi the specifications prescribed under 
Schedule S and Schedule Q or any other standards of quality and 
safety, applicable to it, and other provisions tmder the rules. In case the 
cosmetic is not included under Schedule S, it shall meet with 
specifications under the rules and standards applicable to it in the 
country of origin. 

129H. Labeling and Packing of Cosmetics,- No cosmetic shall be 
imported unless it is packed and labeled in conformity with the rules in 
Parts XV. Further the label of imported cosmetics shall bear 
registration certificate number of the product and the name and 
address of the registration certificate holder for marketing the said 
product in India". 


In SCHEDULE A to the said rules, after Form 41, the following Forms shall 
be inserted namely:- 

"Form 42 
(See rule 129 A) 

Application for issue of Registration Certificate for import of 
cosmetics into India under the Drugs and Cosmetics Rules, 1945. 

I/We* ___ 

{Name and full address) hereby apply for the grant of Registration 
Certificate to die manufacturer. M/s 

---—__ ifiill address with telephone, 

fax and e-mail address of the foreign manufacturer) for his manufactured 
cosmetics meant for import into India. 

1. Naj/nes of cosmetics along with their brand name and pack size(s) 
and variants for registration. 


(1) 

(4) 

(2) 

(5) 

(3) 

(6) 


2. I/We* enclose herewith the information and undertaking specified 
in Schedule D (III) duly signed by the manufacturer for grant of 
Registration Certificate for the premises stated below:- 


A fee of 


for registration of cosmetics for import 


- as specified at serial number .2 above has been credited to the 
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Central Government under the Head of Account "0210-Medical and 
Public Health, 04-PubHc Health, 104-Fees and Fines" under die 
Drugs and cosmetics Rules, 1945 - Central" vide Challan 

No._, dated {attached in original). 

4. Particulars of premises to be registered where manufacture is 
carried on: 

Address (es): ____ 

Telephone :_ ’ 

Fax :_:__ 

E- mail : __ 

I/we undertake to comply with all the terms and conditions required to 
obtain Registration Certificate and to keep it valid during its validity period. 
Place: 

Date; 

Signature_ 

Name__ 

Designation__ 

Seal/Stamp of manufacturer or his 
authorized agent in India. 

(Notey In case the applicant is an authorized agent of the manufacturer in India, the 
Power of Attorney is to be enclosed) 

^Delete whichever is not applicahle. 

Form 43 
(See rale 129 C) 

Registration Certificate 

Registration Certificate to be issued for import of cosmetics into India 
under Drags and Cosmetics Rules, 1945. __ 

Registration Certificate No._ Date_— 

M/s _ (Nome and full Address of registered office) 

_Shaving factory premises at 

_ (full address) has been registered under rule 

129 C as a manufacturer and is hereby issued this Registration Certificate. 

2. Name (s) of cosmetics, along with their brand names and pack size(s) and 
variants which may be imported nnder this Registration Certificate. 

(1) 
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( 2 ) 

( 3 ) 

3. This Registration Certificate shall be in force from _ to 

_unless it is sooner suspended or cancelled imder the 

rules. 

4. This Registration Certificate is issued through the office of 

the manufacturer or his authorised agent or importer in India or by the 
subsidiary in India authorised by the manufacturer, namely:- M/s 

(name and full address)___who sahll be 

responsible for the business .activities of the manufacturer, in India in 
all respects. 

5. This Registration Certificate is subject to the conditions, stated below and 
to such other conditions as may be specified in the Drugs and Cosmetics 
Act, 1940 and the rules made thereunder, from time to time in this 
regard. 

Place:_ 

Date:_ 

LICENSING AUTHORITY 
SeaVStamp 

Conditions of the Registration Certificate 

1- The Registration Certificate shall be produced by the authorised 
importer/distributer/agent as and when required by the licensing 
authority/regulatory authority. 

2. The manufacturer or his authorised importer/distributor/agent in 
India shall inform the liceirsing authority forthwith in the event of any 
administrative action taken namely, market withdrawal, regulatory 
restrictions, or cancellation of authorisation, and/or not of standard 
quality report of any cosmetic pertaining to this Registration 
Certificate declared by the Regulatory Authority of the country of 
origin or by any Regulatory Authority of any other coxmtry, where the 
cosmetic is marketed/sold or distributed. 

The dispatch and marketing of the cosmetic in such cases shall 
be stopped and the licensing authority shall be informed immediately. 
Further action in respect of such stopped marketing of cosmetic shall be 
followed as per the direction of the licensing authority. In such cases, 
action equivalent to that taken with reference to the concerned cosmetic 
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in Ae countiy of origin or in the coimtry of marketing shall be followed 
in India also, in consultation witti the licensing audioiity. The licensing 
authority may, however, direct any further modification to tins course 
of action, including the withdrawal of the cosmetic from Indian market 
within 48 hours time period, 

3. Tha manufacturer or his authorised agent/importer/distributor or 
subsidiary in India shall inform the licensing autfiority within 30 days, in 
writing, in the event of additional variant/additional cosmetic category/ 
additional manufacturing location or any change in labeling or in testing, or 
in documentation of any of the cosmetic pertaining to this Registration 

Certificate^ 

In such cases, where there shall be any additional variant/additional cosmetic 
category/additional manufacturing location, as die case may be, at die 
discretion of the licensing authority, the manufacturer or his authorised 
agent/imgorter/distributor/subsidiary in India shall apply for necessary 
approval within 30 days by submitting a separate application along with the 
registration fee. 

4. The manufacturer or his authorised agent in India shall inform the 
licensing authority hnmediately in writing, in the event, of any change 
in the constitution of the firm and /or address erf die registered office/ 
factory premises opiating under this Registration Certificate. Where 

any such change in the constitution of the firm and/or address takes 

place, die current Registration Certificate shall be deemed to be valid 
for a maximum p^od of three months from the date on wWch the 
change has taken place unless, in die meantime, a fresh Registration 
Certificate has been taken from the licensing audiority in die name of 
the firm with die changed constitution of the firm and/or changed 

address of the registered office <»: factory premises. . 

In the said rules, after SCHTOI^E D (II) the following Schedule sShaU be 
inserted, namely:- 

"SCHEDULE D (IH) 

(See rule 129 A) 

INFORMATION AND UNDERTAKING REQUIRED TO BE 
SUBMITTED BY THE MANUFACTURER OR HIS AUTHORISED 
IMPORTER/DISTRIBUTOR/AGENT WITH THE APPLICATION 
FORM FOR A REGISTRATION CERTMCATE. THE PO^ 
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SHALL BE PROPERLY FILLED IN FOR EACH APPLICATION IN 
FORM 42. 


PARTICULARS OF THE MANUFACTURER AND 

MANUFACTURING PREMISES.- 

(a) Name and address of the manufacturer and manufacturing 
premises to be registered along with telephone numbers. Fax 
numbers and e-mail adSress. 

(b) Name(s) and address of the Partners/ Directors. 

(c) Name and address of the authorised importer /distributor / 

agent in India, responsible for the business of the manufacturer. 

(d) A brief profile of the manufacturer's business activity, in 
domestic as well as global market. 

PARTICULARS OF THE COSMETICS TO BE REGISTERED 

UNDER REGISTRATION CERTIHCATE.- 

(a) Names of cosmetics along with their brands name, category, pack sizes 
and variants to be registered and meant for import into and use in 
India. 

(b) articulars of the manufacturing licenses/ registration/ marketing 
authorizations {if uny) under which the cosmetics are being 
manufactured in the coimtry of origin along with the copy of the 
licenses/marketing authorization/registration issued by the 
Regulatory Authority of that country, 

(c) List of countries where marketing authorization or import 
permission for the said cosmetic has been granted. 

CHEMICAL INFORMATION OF COSMETICS.- 

(a) Name(s) of ingredients in the nomenclature of standard 
references, along with percentages contained in the cosmetic. 

(b) Specification and testing method for testing of the cosmetic(s). 

(c) Manner of labelling as per Drugs and Cosmetics Rules, 1945. 

(d) Package insert (if any). 

UNDERTAKING TO DECLARE THAT.- 

(a) We shall comply witii all the conditions imposed on 
the Registration Certificate for the import of cosmetics 

as required under the provisions of Drugs and Cosmetics rules, 
1945. 

(b) We declare that we are carrying on the manufacture 
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of the cosmetics mentioned in this Schedule, at the 
premises specified above, and we shall from time to 
t^time report any change of premises on which 
manufacture will be carried on and in cases where 
manufacture is carried on in more dum one factory 
'^y change in the distribution of functions between 
the factories. 

(c) We shall comply with die provisions of Part XIII of 

the Drugs and Cosmetics Rules, 1945. 

(d) Every cosmetic manufactured by us for import imder 
the Registration Certificate into India shall conform to 
the specifications given in the Drugs & Cosmetics 
Rules, 1945 as amended from time to time. 

‘ (e) We shall inform to the lincensing authority, widiin 30 days in the 
event of any change in variants or in category or in 
manufacturing location or in labelling or in documentation of 
any of the cosmetic pertaining to the certificate to be granted to 
us. 

(f) We shall from time to time report for any administrative 
action taken due to adverse reaction, viz. market 
withdrawals/regulatoiy restriction, or cancellation of 
authorisation and/or " not of standard quality report" of 
any cosmetic pertaining to the Registration Certificate 
declared by any Regulatoiy Authority of any country 
where the cosmetic is marketed/sold or distributed. 

The despatch and marketing of the cosmetic in such 
cases, shall be stopped and the licensing 

authority shall be informed immediately. 

(g) We shall comply witii such further requirements, if any, 
as may be specified, by the Government of India, under 
the Act and the Rules, made thereimder. 

(h) We shall allow the licensing authority or any person 
authorised by him in that behalf to take samples of the 
cosmetics for testing if considered necessary by the 
licensing authority. 
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The information submitted above is true to the best of my/our knowledge 
and belief. " 

Place: 

Date: 


* Sigr\^ture of the manufacturer or 
his authorized agent 
Seal/Stamp" 

[F. No. X. n 014/4/2006-DMS ifc PFA] 
VINEET CHAWDHRY, Jt. Secy. 

Foot Note : The Principal rules wefe published in the Gazette of India vide Notification No. F. 28-10/ 
45-H(I) dated 21st December, 1945 and last amended vide notification number G.S.R. 376(E) 

dated the 3rd May, 2010. 
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